Margaret P. Grafeld Declassified/Released US Department of State EO Systematic Review 05 JUL 2006 


Message Text 


UNCLASSIFIED 

PAGE 01 STATE 009069 

15 

ORIGIN HEW-06 

INFO OCT-01 EA-10 ISO-OO OES-05 NEA-09 ARA-10 EUR-12 RSC-01 

/054R 

66617 

DRAFTED BY: DHEW/FDA/JRWEINROTH 
APPROVED BY: OES/SCI/BMP:MBEAUBIEN 
DHEW/OIH/MACODDING 
NEA/RA : TGR ANT INFO 
ARA/NSC-IG:RJBLOOMFIELD INFO 
EA/RA : CCFIAPM AN INFO 
EA/ROC : KWEAVER INFO 
EUR/NSC-IG:JROUSE INFO 

029554 

R 142257Z JAN 75 
FM SECSTATE WASHDC 
TO AMCONSUL HONG KONG 

UNCLAS STATE 009069 

E.O. 11652: N/A 
TAGS: ETRD, TBIO, XX 

SUBJECT: RECALL OF MEDICAL DEVICE - BENNETT MONITORING 
SPIROMETER AND ALARM 

REFERENCE: HONG KONG 0195; STATE 1981 

1. FDA ADVISES THAT NO REPEAT NO PHYSICAL RECALL OF DEVICES 
HAS YET OCCURRED. 

2. RECOMMEND INFORMING CONSIGNEE THAT LETTER FROM FIRM TO 
DISTRIBUTORS ADVISES THAT USERS OF DEVICES SHOULD ENSURE 
INTEGRITY OF BOTH EXPIRATORY DIAPHRAGM VALVE AND ITS CONNECTING 
RUBING WHEN CONNECTED TO ANY PRESSURE OR VOLUME VENTILATOR 
PRIOR TO AND DURING USE OF SUCH APPARATUS. CONSIGNESS MAY OR 
MAY NOT HAVE BEEN RECIPIENT OF WARNING LETTER. KISSINGER 
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